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Replace "on/in" (all occurrences) with - 



'"aim 25 (Amended), lines 15-18: 



Replace "on/in" (all occurrences) vnth - 



on ( 



REMARKS 



Claims 19-32, 34 and 36-45 are all the claims pending in rhe application. 
App "m;s have amended claims 19 t 24 and 25 for purposes of clarity. Entry of the 
ab-r ~ ? rendments is respectfully requested. 

I. F e jection of claims 19-32, 34 and 36-45 under 35 U.S.C S 112 

n pr t ge 2 of the Office Action, the Examiner rejects claims 19-32, 34 and 3 5-45 
un^-r r-5 U.S.C. § 112, second paragraph, as allegedly being indefinite for failing to 
par "irilarly point out and distinctly claim the subject matter which Applicants regard 
as 1 \z r^ r e,nnon. 

^hi\ Examiner asserts that several words, such as hydroxyothyl cellulose and 
hy"' *v sthyl cellulose at line 7 and chisosan at line 12, axe misspelled in claim 19 so 
tha n n unclear what Applicants intend to claim. In addition, the Examiner asserts 
tlvi > • term "on/in" in claims 24 and 25 renders the claims indefinite because it is 
u.n' < hov" ihe drug can be dispersed on and in the bases. The Examiner asserts 'hat 
thn dc'tion of a drug dissolved in water to a water-absorbing material would result in 
the ;ol*:bilized drug being absorbed in the water-absorbing material 
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" he Examiner will note that Applicants have replaced "hydroxyothyl cellulose' 1 
wi r ■ - ^droxyeihyl cellulose--, deleted "hydroxysthyl cellulose 1 ', and replaced 

tT with -chitosan-- in claim 19. In addition, Applicants have amended claims 
24 r-c" 23 by replacing "on/in" with -on or in--. 

n \4ew of the above, Applicants respectfully request that the rejection be 

wi'_h''l™WTl. 

D. faction of rlaims 19- 1 ,6. 28-32. 34 and 36-45 under 35 U.S.C 9102/103 

In pages 3-4 of the Office Action, the Examiner maintains the rejection of 
di-irrr. 9-23, 28-32, 34 and 36-45 under 35 U.S.C. § 102(b) as allegedly being 
art -v^ed by or, in the alternative, under 35 U.S.C. § 103(a) as allegedly obvious over 
Su?.vH *t al (U.S. Patent 4,613,500). 

"Tie Examiner cites Suzuki et al. as disclosing a powdery composition 
cor tv"* sing a polypeptide that is absorbed onto or into a water-absorbing and wa'er- 
ins^rl 7 e base. See col. 2, line 57 to col. 3, line 25; col. 4, lines 21-41; and col 5, lines 
52- S.v ""he Examiner asserts that this composition may be combined with a water- 
absorb^g and water-soluble (gel-forming) base. See col. 5, lines 10-25. In addition, the 
Ew-Tvr.T asserts that a product obtained by a particular process is not considered 
pat 1 1 'Me over the prior art product absent evidence of superior and unexpected 
res ^ t~. and that none of the claims require that the product be made by the processes 
das: o< ?d. 

n n page 4 of the Office Action, the Examiner asserts that Suzuki et a], teaches 
th- t-v c-rug is dispersed on or in the water-absorbing and water-insoluble base at coL 
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5, u -3c -3-6S. In addition, the Examiner asserts that although Suzuki et al. teaches that 
a v . - absorbing and water-soluble (gel-forming) base may be added, it is silent as to 
wh< : i: • cr riot the drug is dispersed on or in this base. Therefore, it is the Examiner's 
pos-rio - that the composition of Suzuki et al. obtains uneven dispersion of the drug as 

"rthermore. the Examiner asserts that the graph does not clearly show what is 
be- - "?.sured and graphed in order to determine unexpectedly superior results. The 
Ex-i -i I— r further asserts that Applicants have not presented any data to show rhaf a 
diff re- product is obtained by Applicants' process than by the process of Suzuki et 
a].. -i - hat none of the claims require any of the processes disclosed in the instant 
apT ; :c'ion. 

response, Applicants respectfully traverse this rejection for the following 

rer-rp.: 

. jzuki discloses that the drug is dispersed on the base at col. 5, lines 56-59; 
th Y drug is dispersed in the base at col. 5, lines 59-62; and that the drug is 
dir.pcr; :d closely to the base at col. 5, lines 62-64. Suzuki continues to disclose that in 
ear : e; "be compositions, a uniform dispersion is formed. Therefore Suzuki does not 
tec • •!• - suggest an unevenly dispersed drug on or in the base material, and hence 
dc-3 r.r : anticipate the present invention. 

" ■> addition, in the graph in Attachment B, Applicants compared the present 
im- rr ; n to Example 1(b) of Suzuki. As a result, the present invention exhibits 
ur, ■■ .-D - ; edty higher plasma drug levels than Suzuki due to the uneven dispersion of 

BEST AVAU api c ropy 



09/10/00 TUE 1.7:34 ITVRX NO f;.S.i8] @)006 



SEF- ! 

at: 

th« " 
di. . 



SUGHRUE MI ON 



232 293 78S0 P. 07/10 



TENT UNDER 37 C.F.R. §1.116 
n. No. 09/125,814 



'. Applicants further showed that the present invention with the unevenly 
i d-ag exhibits higher levels of absorption than Suzuki. 



' urthermore. Applicants compared the plasma drug level of the present 
invr tj - with that of the conventional art (e.g., prior to Suzuki's invention). In 
at* ? - 1 zni B, "1 " shows the plasma drug level of the powder manufactured by the 
co- :t. onal method. "2" shows the plasma drug level of the powder manufactured 
by . ;. ■ iV- method, specifically Example 1(b) of Suzuki, which shows sustained 
reU - o -f the drug. "3" shows the plasma drug level of the powder manufactured by 
th» r.- ent invention, and shows the highest absorption level of the three. Such high 
at.- - -;- Qvel of the present invention is a result of uneven dispersion of the drug. 

Tie above results show that the distribution of the drug in the powder 
•ic-mly influences the plasma drug level. The drug unevenly distributed to the 

sorbable and -insoluble base is the best absorbed. Therefore, Applicants 
** "hat the drug absorption of the present invention is unexpectedly higher than 
i ' "13 ' omposition of Suzuki. 



sip: 
w; r 
su'- 
th- 



i view of the above, Applicants respectfully submit that Suzuki fails to teach or 
su >-he present invention, and hence does not render the present invention 
ob; ^ Accordingly, Applicants respectfully request that the rejection be withdrawn. 

m -election nf rlaimc 1Q- 32. 34 and 36-45 under 35 U.S.C. S lO^fa) 

•n page 5 of the Office Action, the Examiner maintains the rejection of claims 
IF - • 1 and 36-45 under 35 U.S.C. § 103(a) as allegedly being unpatentable over 
Sv~-\ ■ t a*, in view of Makino et al. (U.S. Patent 5,262,871). 



Copy 



09/19/00 TUE 17:34 ITWKA \() PS38] @007 



SEP- - 17 = 32 SUGHRUE M I ON z?2 2 , 3 ^ P 

AT ; " V3*T UNDER 37 CF.R. § 1.1 16 
VS. V n. No. 09/125,814 

r Examiner acknowledges that Suzuki et aL does not teach the use of non- 
pe i lor-proteinaceous drug. The Examiner cites Makino et al as disclosing non- 
pep: ; dc non-proteinaceous drugs for use in powdery nasal compositions. See col. 7, 
lin? :c i cel. 8, line 26 and col. 4, lines 11-13. According to the Examiner, it would 
ha-- b ; i obvious to one of ordinary skill in the art at the time of the invention to 
su^ '• e a non-peptide/non-proteinaceous drug as taught in Makino et al. for a 
pe - i -o'einaceous drug in the composition of Suzuki with the reasonable 
expc t. on of producing a powdery nasal composition. The Examine- ass rrts that the 
m> " - m to do so stems logically from the art-recognized desire for a medicament 
thv - cisntly absorbed through the nasal mucosa. 

h- addition, on page 6 of the Office Action, the Examiner asserts that Makino et 
al. i- ur A to show that it is known in the art to use non-peptide/non-proreinaceous 
dr\ :■ '- powdery nasal compositions and that it would, therefore, have been obvious 
tn - •> :i urr. a non-peptide/non-proteinaceous drug for a peptide/proreinaceous drug 



I • response, Applicants respectfully traverse this rejection for the following 

* iplicants submit that Suzuki does not teach or suggest the present invention, 
as ;i?oi.-sed above. In addition, Applicants submit that Makino et al. does not teach or 
sue; - - r - - powdery composition where a drug is unevenly dispersed on or in a wat cr- 
ab.* - ^ 5 and water-insoluble base material. Therefore, Suzuki in view of Makino does 
no' <• • or suggest the present invention. 

* -.cordingly, Applicants respectfully request that the rejection be withdrawn. 
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view of the above, reconsideration and allowance of this application axe now 
be ,,, ~ 1 t^^e in order, and such action is hereby solicited. If any points remain in 
is.f\; _ \rh the Examiner feels may be best resolved through a personal or telephone 
in'o" i \ r7 ie Examiner is kindly requested to contact the undersigned at the 
te r f r * f : r umber listed below. 

/ 7p]i.cant hereby petitions for any extension of rime which may be required to 
rcM • rhe pendency of this case, and any required fee, except for the Issue Fee, for 
si <: x ipdon is to be charged to Deposit Account No. 19-4880, 



Respectfully submitted, 



S T KtF''~ ~E, MION, ZINN, 

? \ ":A T C&SEAS, PLLC 
2 " ro 7 nnr^ylvarrfa Avenue, N.W, 
^ n. - - ; on, D-C. 20037-3213 




T *'f (202) 293-7060 

F-- v.i.- (202) 293-7860 



r- \ :cf ember 19, 2000 
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